
August 10, 1999

Dockets Management Branch (HFA-305)
Food and Drug Administration
5630 Fishers Lane, rm. 1061.-
Rockville,MD 208$2,..’_’ . . . . .......... -.

. —’

Dear SirlMadam: ...._._. ~...._ ........._ .~..-.=.:..-...,

The HCV Guidarice document submitted for public comment this June presents one significant
omission. (Jmi~ed is the=-p=fior-itipuIation-to’!ookback10 years form the HCV positive donation
or to JZUIUW 1988: ‘T~i~O~Ie~uenCe-O_-@msl_Of.~his stiP+ation is f%%@&!QWd ‘_i!!
necessitate reopening and performing again the curr~nt HCV lo~kback that rn=myinstitutions,
including blood cent~rs-tid-fi-tisfision. se_yvices,have completed or have undeway. This
additional requirement to extend lookb.ack.for an inde~nite will seriously tax ti already
overb~dened health system, with both economic and personnel ramification?:. !?W@g.we!%!!~...
data from the HCV multi-antigen testl.ng Iookback is only now being collated and reviewed..—-_ —
Within our area I C&””IZSZ>-”YOU~sb=~&_w_ effp~...~~~[~~e Yield ~d we Could-~e!%?rse!!’e.
our transfusion recipients with a gen~

.—
ediZational effort.

. . .

.._.. ..~——=-==-.=.=_—T=._.=__–____~..,
A general”H~V educa~on c–~paign advocating testmgTor anyone transfused-prior to 1992 is ‘in
the interest of optimal patient c~e. In ~~s waYwe could identi~ those ‘ndividua!S-lhat.received
a transfusion from a dono~ that neverrlumedto the blood-center for subsequent donations ( and. -.-...? . -.. --...=,-.~. _-----
hence test). Due to the lack of funding, the patient ( recipient of transfusion) mtist incur the cost
of testing. Benefits of the HCV Iookback>rogra cari not be truly measured if patients are
unable to pay for testing.
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When requiring HCV lookback of donors newly identified with_HCV infections “rolling” 10
year period should be employed. In this.waY WeCOUldconcen@~teom efforts Qn.*Q$e.rec!Pien!S.
at highest risk. Si~-ceHCV testing of donor blood beg~ in 1992 ‘ost ‘OnOrs.poSSeS~g..... .. .. . .. .-....7.-
antibodies to HCV”ShouT_~-~-ve~been ehm!na-e donoi~ool and dongs~hm window--—..—..=. ....
period will alSO have been identified.. ...–~~~=~~-.-”l~=~=
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